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REMARKS 

Applicants respectfully request examination and reconsideration of the subject 
application in light of the amendments above and the comments that follow given the Request 
for Continued Examination made herewith under 37 C.F.R. §1.114. Entry of the amendments is 
respectfully requested. 

1. Status of the Claims 

Claims 1,8,9, 11-15, 21, and 26-30 stand pending. Claims 1,8,9, 11, 12, 14, 15,21,26, 
27, and 30 stand rejected. Claims 13, 28, and 29 stand objected to. No claims are indicated as 
allowed. However, claims 13, 28 and 29 are indicated by the Examiner as being allowable but 
for depending from a rejected base claim. 

After entry of the above amendments, claims 1, 8, 9, 13-15, 21, 26, and 28-30 stand 
pending; claims 2-7, 10-12, 16-20, 22-25 and 27 stand cancelled; and claims 13 and 28 stand 
amended. Claims 13 and 28 have been amended to incorporate the limitations recited in claim 
1 1 . Accordingly, support for the amendments can be found at least in the original claims. Thus, 
Applicants submit that no prohibited new matter has been introduced by way of amendment. 
Applicants reserve the right to pursue any cancelled subject matter in a continuation or divisional 
application, as any cancelled subject matter was cancelled without prejudice to or disclaimer of 
that subject matter. 

2. Acknowledgement of Information Disclosure Statement 

Applicants note with appreciation the acknowledgement of the Information Disclosure 
Statement filed April 19, 2006. 

3. Status of the Rejections 

Applicants note that the rejection of claim 1 under 35 U.S.C. § 101 has been withdrawn. 
The rejection of claims 1 and 8-9 under 35 U.S.C. § 102(b) in view of JP 53-098954 ["the '954 
patent"] has been withdrawn. 

The rejection under 35 U.S.C. § 103 has been maintained. 
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4. Rejection under 35 U.S.C. § 103(a) 

Claims 1,8,9, 11-12, 14-15, 21, 26-27, and 30 stand rejected under 35 U.S.C. § 103(a) 
allegedly as being unpatentable over JP 53-098954 ["the '954 patent"] and further in view of 
Sakai et al. (U.S. Pat. No. 5,407,812) [hereinafter "Sakai"]. 

The Office asserts that the '954 patent discloses 2-0-(p-D-glucopyranosyl)-L-ascorbic 
acid; this is the primary reference. The '954 patent also purportedly teaches that its compound 
has vitamin C activity. Office Action, page 4. The Office admits that the '954 patent does not 
teach the use of a saccharide transferring enzyme nor compositions comprising these enzymes. 

The Sakai reference is a secondary is asserted as a secondary supporting reference; it is 
argued only for the proposition that it teaches the use of a saccharide-transferring enzyme to 
make their glucopyranosyl ascorbic acid. Sakai is also asserted for allegedly teaching that "an 
amount of 0.001% or more of their alpha derivative is acceptable for use. ..." and "that their 
composition may be used in various forms, such as cosmetic, pharmaceutical, or dietary uses...." 
Office Action, page 4. 

The Office then concludes that it would have been purportedly obvious "to use the 
saccharide transferring enzymes of Sakai et al. to make the compounds of the '954 patent. Sakai 
et al. teach methods of making their compounds using L-ascorbic acid and their a-glucosyl 
saccharide and a saccharide-transferring enzyme. As such, it would be obvious to make the [3- 
derivatives as instantly claimed with the methods of making the a-glucosyl derivatives in the art 
merely by using a p-transferase." Office Action, page 5. The Office goes on to argue that the 
fact that applicants obtained compositions comprising both 2-0 and 6-0 derivatives is seen to be 
inherent within the methods taught. Id. The Office states "since the methods claimed are seen to 
be obvious, and the 6-0 derivative is produced by the obvious method, the method of making the 
mixture, as well as the mixture, is also seen to be obvious." Id. 

Applicants traverse the rejection. First, Applicants note that claims 1 1-12 and 27 stand 
cancelled. Thus, the rejection as it stood against these claims, is mooted. 

Turning to the rejection of the remaining claims, Applicants point out that (1) the '954 
patent fails to be capable of synthesizing 2-0-(p-D-Glucopyranosyl) ascorbic acid, and (2) Sakai 
fails to cure this defect. Applicants evince that 2-0-(p-D-Glucopyranosyl) ascorbic acid cannot 
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be synthesized based on (a) the Declaration under 1.132 previously submitted, and (b) the 
arguments below regarding the protecting groups. 

In order for a reference or references to render a claim obvious, the references must place 
the public in possession of the invention. For example, for anticipation, it is settled that 
possession is effected if one of ordinary skill in the art could have combined the publication's 
description of the invention with his own knowledge to make the claimed invention. 
Accordingly, even if the claimed invention is disclosed in a printed publication, that disclosure 
will not suffice as prior art if it was not enabling. Thus a reference disclosing a compound is 
not anticipatory of that compound, if it does not enable the public / artisan of ordinary skill to 
make the compound. Likewise, under an obviousness analysis, there can be no expectation of 
success, if the combination of references does not provide guidance on how to synthesize the 
compound. The public must be placed in position of the invention claimed otherwise it is not 
obvious. See e.g., In re Donohue, 226 USPQ 619, 621 (Fed. Cir. 1985). "Although published 
subject matter is 'prior art' for all that it discloses, in order to render an invention unpatentable 
for obviousness, the prior art must enable a person of ordinary skill to make and use the 
invention. In re Kumar, 76 U.S.P.Q.2d 1048, 1052 (Fed. Cir. 2005) quoting Beckman 
Instruments, Inc. v. LKB Produkter AB, 892 F.2d 1547, 1551 (Fed. Cir. 1989). The Applicant 
has the burden of coming forward to demonstrate that the prior art is not capable of producing 
the claimed compound. Kumar, 76 U.S.P.Q.2d at 1052-1053. With regard to the degree of 
burden, Applicants note only a U.S. patent has a presumption of validity for all that it teaches, 
another reference does not. See e.g., Amgen Inc. v. Hoechst Marion Roussel, Inc., 65 U.S.P.Q. 
1385 (Fed. Cir. 2003). The '954 patent is not a U.S. patent. 

Applicants previously submitted a Declaration under 1.132 arguing that 2-0-(p-D- 
Glucopyranosyl) ascorbic acid could not be synthesized based on the information, materials, and 
methods discussed in the '954 patent. Applicants provide additional arguments below and an 
article to show that the chemical reaction being asserted by the Office as being present in the 
'954 patent, is simply not capable of yielding 2-0-(p-D-Glucopyranosyl) ascorbic acid. There 
can be no expectation of success that the diazoalkane protecting group taught by the '954 patent 
can yield the claimed compound, because it is impossible to remove the protecting group at the 
3 -position absent decomposition of the glucosyl bond at the 2-position. The secondary reference 
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of Sakai fails to address this defect and was merely combined with the '954 patent in order to 
discuss the use of the enzyme. 

In Example 4 of the '954 patent, a diazoalkane is employed as the protecting group for 
the 3 -position. The '954 patent then teaches glucopyranosylation at the 2-position, when using 
the protecting groups taught by the '954 patent. It is impossible to remove the protecting group 
at the 3 -position without decomposing the glucosyl bond at the 2-position. In further support of 
this argument, we provide a reactivity chart. The reactivity chart illustrates the differences 
between a methyl ether (see PG #1) and a tetrahydropyranyl ether (see PG #9) in reactivity. As 
the chart indicates, under all the conditions in which a methyl protecting group can be removed 
(i.e., "H" or "M") 1 , a tetrahydropyranyl protecting group is readily removed. The reference, 
Theodora W. Greene and Peter G.M. Wuts, Protective Groups in Organic Synthesis 706 
(3 rd ed. 1999), thus confirms that the 2-O-glucopyranosyl group is always cleaved when the 
methyl group at the 3-position is deprotected. Dr. Fukami's Declaration further discusses the 
scientific improbability of producing the claimed compound. Thus, the '954 patent fails to teach 
or suggest how to make 2-0-(P-D-Glucopyranosyl) ascorbic acid. The references fails to point 
out the need for a different protecting group and other materials and methods needed to achieve 
2-0-(P-D-Glucopyranosyl) ascorbic acid. 

Under the conditions disclosed in this instant application, the 3-position is benzylated. 
The '954 patent does not teach benzylation of the 3-position. The benzyl group can be removed 
by hydrogenolysis, e.g., a Pd/C catalyst. See page 14, line 15; page 15, lines 18-20 and Example 
1. This corresponds to "PG #26 (benzyl ether" of the attached reference and condition "33 
(H2/Pd) of the chart. There is no mention that the 3-position needs to be benzylated in order to 
achieve 2-0-(P-D-Glucopyranosyl) ascorbic acid. The '954 patent only teaches alkyl- 
etherification for protecting the 3-position of ascorbic acid. Accordingly, the '954 patent fails 
teach how to make 2-0-(p-D-Glucopyranosyl) ascorbic acid, and is thus not enabled. Mere 
recitation of a compound in the scope of a reference does not mean that the reference places the 

' "H" (high) indicates that under the conditions of the prototype reagent, the protective group is readily removed to 
regenerate the original functional group; "M" indicates the marginal protected functionality and depends on the 
exact parameters of the reaction. "L" indicates that the protected functionality is stable under the reaction 
conditions. "R" indicates that the protected compound reacts readily but the original functional group is not 



DCOI/2150312. 1 



Attorney Docket No.: 47233-0042-00-US 
Application No. 10/500,334 
Office Action Dated: October 6, 2008 
Reply Dated: February 3, 2009 

public in position of that compound, if there is no way of making that compound. Sakai fails to 
cure the defects of making the compound. Therefore, the combination of the two reference 
cannot render any of the claims obvious. 

Applicants also point out that assertions of inherency under an obviousness rejection are 
improper. Inherency can only be asserted in the context of an anticipation rejection. It is well 
established that in deciding that a novel combination would have been obvious, there must be 
supporting teaching in the prior art. That which may be inherent is not necessarily known. 
Obviousness cannot be predicated on what is unknown. In re Newell, 13 U.S.P.Q.2d 1248, 1250 
(Fed. Cir. 1989). 

Accordingly, the combination of the references does not render the claims obvious. The 
rejection should be withdrawn and the composition claims allowed. 

4. Objection to the Claims 

Claims 13, 28, and 29 stand objected to as being dependent upon a rejected base claim. 
The objection stands mooted. Claims 13 and 28 have been rewritten into independent form to 
include all the limitations of claim 11. Claim 29 depends from claim 13. Accordingly, the 
objection can be withdrawn and the claims indicated as allowed. 



restored. Theodora W. Greene and Peter G.M. Wuts, PROTECTIVE GROUPS IN ORGANIC SYNTHESIS 706 (3 rd ed 
1999). 
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CONCLUSION 



In view of the above arguments and amendments to the claims, Applicants respectfully 
assert that the claims are condition for allowance and respectfully request a Notice of Allowance. 

Should any issues remain outstanding or if there are any questions concerning this paper, 
or the application in general, the Examiner is invited to telephone the undersigned representative 
at the Examiner's earliest convenience. Should any outstanding fees be owed or overpayments 
credited, the Commissioner is invited to charge or credit Deposit Account No. 50-0573 
accordingly. 



Date: February 3. 2009 




DRINKER MDDLE & REATH LLP 
1500 K Street, N.W., Suite 1 100 
Washington, D.C. 20005-1209 
Tel: (202) 842-8800 
Fax: (202) 842-8465 
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